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1. This report is the international preliminary examination report, established by this International Preliminary Examining 
Authonty under Article 35 and transmitted to the applicant according to Article 36. 
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3. 
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This REPORT consists of a total of 5_ 

This report is also accompanied by ANNEXES, comprising: 

a. n (^^^^ applicant and to the International Bureau) a total of sheets, as follows: 

□ sheets of the description, claims and/or drawings which have been amended and are the basis of this report 
and/or sheets containing rectifications au&orized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the mtemational application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box. 

b. □ (sent to the International Bureau only) a total of (indicate type and number of electronic carrier(s)) 

— — — > containing a sequence listing and/or tables related thereto, in computer 

readable fonn only, as mdicated in the Supplemental Box Relating to Sequence Listing (see Section 802 of the 
Admimstrative Instructions). 
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Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of xmity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement * 
Certain documents cited 

Certam defects m the international appUcation 
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I Box No. I Basis of the report 



□ This report is based on translations from the original language into the following language 

which IS language ofa translation fiimished for the purpose o£ *> e e 

international search (under Rules 12.3 and 23.1(b)) 

□ 

publication of the international application (under Rule 12 4) 

□ 

international preliminary examination (under Rules 55.2 and/or 55.3) 



^' 7J^J!^^1 n*^ intemational appUcation. this report is based on (replacement sheets which have been 

1^ The intemational application as originally filed/furnished 
I I the description: 
pages 

, as onginally fiied/fumished 

pages* 
pages* 



I I the claims: 

pages 

pages* 

pages* 



received by this Authority on 
_ received by this Authority on 



pages'* 



I I the drawings: 

pages 

pages* 



_ received by this Authority on 
_ received by this Authority on 



, as originally filed/furnished 

, as amended (together with any statement) under Article 19 



pages* 
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_ received by this Authority on 



^, as originally filed/furnished 
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Q any table(8) related to sequence listing ('specjg;;:. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Statement 
Novelty (N) 

Inventive step (IS) 
Industrial applicability (lA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



6-8, 12-17, 21 



1-5, 9-11, 18-2 0, 22-3 7 YES 

NO 
YES 
NO 



1-5,22-26 



6-21,27-37 



1-37 



YES 
NO 



Citations and explanations 

Document 1: JP 09-285298 A (latron Lab. Inc.), 4 

November 1997 
Document 2: WO 97/40376 Al (latron Lab. Inc.), 30 

October 1997 

Document 3: WO 95/24502 Al (Kyowa Medex Co., Ltd.), 14 

September 1995 
Document 4: WO 00/52480 Al (Int. Reagents Corp.), 8 

September 2000 
Document 5: JP 08-116996 A (Toyobo K.K.), 14 May 1996 

1. The invention set forth in claims 6-8, 12-17 and 21 
lacks novelty and does not involve an inventive step in 
the light of document 1 cited in the international search 
report . 

Document 1 (claims 1-6; paragraphs [0017], [0020], 
[0022]) discloses a reagent (kit) for assaying cholesterol 
in high density lipoproteins comprising a non-ionic 
surfactant, a polyanion (in particular, dextran sulfate 
being preferable), albumin, cholesterol ester hydrolase, 
and a reagent for assaying cholesterol oxidase and 
hydrogen peroxide, indicates that known" compositions can 
be used in the detection of coenzymes and indicates that 
said reagents comprise a first reagent and a second 
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reagent, wherein the first reagent contains a polyanion 
and the second reagent contains cholesterol oxidase or 
chol e s t er ol dehydrogena se . 

Therefore, the invention set forth in claims 6-8, 12- 
17 and 21 is essentially the same as that presented in 
document 1 . 



2. The invention set forth in claims 9-11, 18-20 and 27-37 
does not involve an inventive step in the light of 
documents 1 and 2 cited in the international search 
report . 



Document 2 (see in particular, claims 1 and 6 and 
^Background Art" within the detailed description of the 
invention) discloses a reagent (kit) for specifically 
assaying cholesterol in high-density lipoproteins (HDL) 
that is a reagent comprising bile acid or a salt thereof, 
albumin, a non- ionic surfactant, cholesterol ester 
hydrolase, a reagent (kit) for measuring cholesterol 
oxidase and hydrogen peroxide, and indicates that anionic 
bile acid such as taurocholic acid and glycocholic acid 
can be used as the bile acid. Document 2 (pages 5 and 6) 
also discloses an enzyme method for assaying total 
cholesterol wherein the presence of both bile acid salt 
and a non- ionic surfactant is important in the activation 
and expression of cholesterol esterase and indicates that 
bile acid salt contributes to the activation and 
expression of said enzymes. 

Such being the case, the reagent (kit) for assaying 
HDL cholesterol in document 1 contains cholesterol 
esterase and uses the reaction mechanism thereof. 
Therefore, it would be easy for a person skilled in the 
art to conceive of applying the feature disclosed in 
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document 2 thereby adding bile acid salt to the reagent 
(kit) for assaying HDL cholesterol disclosed in document 1 
with the aim to activation and expression of said enzyme. 



3. The invention set forth in claims 1-5 and 22-26 is not 
disclosed in the above- listed documents 1-5 cited in the 
international search report. Therefore, this invention is 
novel and involves an inventive step. 
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